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MICHAEL KAWCZYNSKI: Good morning and
welcome to the New Era of Smarter Food Safety Summit on
E-Commerce, Ensuring the Safety of Foods Ordered Online
and Delivered Directly to Consumers.

This is day two of our three-day wvirtual
public meeting, so one, thank you for joining us, and
I'm Mike Kawczynski and I will be one of your co-
moderators today.

So, a couple little things. My Jjob is to
make sure that we are going to keep this thing rolling
and everyone once in a while, you know, we do want you,
though, to interact with us. So, I have my role. Here
is your role.

We do really want you to submit written
comments. There's a link up there on the screen right

now, but for those of you that are watching us on




YouTube, right below in the description, if you expand
the description, you will see this same link where you
can also submit written comments to us, and we're very
excited about those.

Additionally, we have a hashtag which is
#smarterfoodsafety, so please if you're going to share
this information on social media, please feel free to
use that hashtag.

As far as the Q and A sessions today, we
will have Q and A sessions. What we do ask, and we do
have a mailbox especially set up for those,

smarterfoodsafety@fda.hhs.gov; however, we want you to

wait for those questions until we get to those sections.
When we do get to those formal Q and A sessions, we will
put this link back up there so you can submit those
questions. We really do encourage those questions and
we will be covering them throughout the meeting.

So, finally, I want to talk about you,
the people that are participating. We had great
attendance even yesterday. We're close to, you know, I
think three or -- 3,000-plus that have registered to

this event, and even yesterday we had more than 5,000
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people participate, but for the industry, it's very
exciting to see all the different industries that are
participating today.

But even more importantly is how broad we
are reaching the entire words. This even has already
had 44 countries participate, and it's even growing
beyond that with the replays as well. So, thank you,
all of you who took the time to register and come to
today's meeting. We can't thank you enough.

With that being said, let's get this show
started, and I am going to hand it off to my colleague,
Kari Barrett. Kari, are you there?

KARI BARRETT: I am here, Michael. Thank
you. And what a pleasure to join you and all of our
participants again today. As noted, my name is Kari
Barrett and I am serving as the co-moderator along with
Michael, and we have another great line-up of panelists
and speakers for the day, and we really are pleased that
all of you are back joining us for this important event
and welcome any new folks as well.

So, as a reminder, the purpose of the

summit is to help the FDA and interested stakeholders




improve our collective understanding of food safety
consideration as we look at how foods are sold through
business-to-consumer e-commerce models across the U.S.
and globally.

And just a couple of quick reminders. As
noted yesterday on our meeting website at FDA, there is
the full meeting agenda. There are all the biographies
for all the speakers. We also have a short background
document that we think will be helpful for you as you
hear the discussions during the summit, and as you
reflect and consider post-summit as you draft you
written comments that you'll be submitting to the
docket.

Our meeting is being recorded. It's —--
and it's also being transcribed. The recording and
transcription will be posted to the website as well, and
that does take a little bit of time so keep an eye out
for it.

I also want to note on our website we
have a one-pager reference on how to comment, and it
just has the docket number and the date that the

comments are due, so that may be useful to you as well.




But at this point in the program, I want
to turn it over now to our host, Andreas Keller> he is
the Director of Multi-Commodity Foods, Office of Food
Safety, at our FDA Center for Food Safety and Applied
Nutrition. So, welcome back Andreas.

ANDREAS KELLER: Thank you, Kari, and
good morning, good afternoon, or good evening to our
audience around the globe. Thank you very much for
participating in this exciting day two yet to come with
a loaded agency.

Yesterday, we heard important themes of
how industry is advancing and implementing food safety
programs, standards of care, and the challenges they
face.

We also heard from consumer advocate
groups and universities regarding their points of view
and the areas they feel need to be addressed and
improved upon, and we closed with a public comments
session wherein a diverse group of organizations offered
their views on how best to ensure the safety and proper
labeling of foods sold in e-commerce as well as the

importance of coordination or regulatory partners and




existing regulatory frameworks as we consider additional
action in the e-commerce arena.

(Indiscernible) commended FDA's
initiative and felt that the dialogue we are having at
this summit is necessary and they offered to work and
collaborate with us to build stronger and more effective
food safety B to C e-commerce programs.

As noted previously, collaboration is a
key theme of the summit, and today we will -- we will
focus on how we work together in partnership and learn
from each other as federal, state, and local government
leaders to ensure the safety of food and e-commerce.

These leaders include the next two
speakers who it is my pleasure to introduce to you. Our
first speaker this morning is Dr. Susan Mayne. Dr.
Maybe is the Director for the Center for Food Safety and
Applied Nutrition, also known as CFSAN at the FDA. 1In
this position, Dr. Mayne leads the center's development
of implementation programs and policies related to the
composition, quality, safety, and labeling of foods,
food and color additives, and cosmetics.

CEFSAN also receives diet and health




initiatives which include fostering development of
healthier foods and ensuring that consumers have access
to accurate and useful information to make healthy
(indiscernible) .

An internationally recognized public
health leader and scientist, Dr. Mayne came to FDA from
Yale University where she was the (indiscernible)
Winslow Professor of Epidemiology and the Associate
Director of the Yale Comprehensive Cancer Center.

Following Dr. Mayne, we will hear from
Dr. Steven Solomon. Dr. Solomon is the Director of the
FDA's Center for Veterinary Medicine, also known as CVM.
He was appointed to this role in January 2017. He's a
former private practice veterinarian and career public
health regulatory official who has worked to protect
human and animal health at the FDA for more than 30
years.

He begins a versatile background -- I'm
sorry -- he brings a versatile background to this
leadership role at CVM with experience in policy, public
health, regulatory affairs, enforcement, and of course,

veterinary medicine.
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Dr. Solomon is a champion of the one
health approach to addressing public health problems
which recognizes the inter-connection between the health
of people, animals, plants, and their shared
environment.

I will now turn the program over to Dr.
Mayne and Dr. Solomon. Thank you very much.

SUSAN MAYNE: Thank you, and thanks to
all of you for joining us on the second day of our New
Era Summit on E-Commerce.

As mentioned earlier, we have a very full
day ahead of what promises to be robust discussion
around regulatory frameworks and oversight of business-
to-consumer e-commerce.

As we have seen and as highlighted in the
discussions yesterday, industry has been developing new
and innovative ways to produce and distribute food,
development which has been accelerated to address the
needs arising from the pandemic.

We, along with our partners, are all
striving to prepare and respond to these new business

models as well as innovations in novel ingredients, new
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foods, and new food production systems.

We are here at this summit to share our
current understanding and enhance our knowledge of
possible food safety risks related to these new business
models. We want to find answers to questions that can
help to address potential food safety wvulnerabilities.

What are the new approaches that FDA can
take with respect to the business-to-consumer e-commerce
models? How can we adapt our regulatory frameworks and
oversight to help ensure the safety of foods produced,
manufactured, sold, and delivered through these new
innovative ways?

With these new models, the landscape is
changing. New players are coming to the table. This
includes traditional producers, manufacturers, and
distributors now working directly with consumers,
sellers of other goods now entering the food space, and
grocery stores and third-party food delivery companies
reaching consumers on their doorstep.

We need to inform and educate these
groups on the importance of food safety issues including

temperature control, cross-contamination, and other
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safety issues. We also need to educate consumers
directly about the safe handling of food delivered to
their home.

Another consideration is labeling of
these foods produced, manufactured, and sold through
business consumer e-commerce business models. For
example, are consumers presented with labeling for
packaged foods purchased online that's different from
labeling for these foods more generally? As always, FDA
wants to ensure that packaged food labels can help
consumers make informed food choices related to
nutrition and food safety, including about important
ingredients such as allergens and gluten.

We are building on the work we have
already been doing to create a stronger, modernized food
safety regulatory framework, one that uses new
approaches in technologies to enhance our abilities to
protect the food supply.

To address the growing complexity of our
food system, our work needs to be based in the strongest
scientific and regulatory expertise. This is at the

root of our public health mission and the people of FDA
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and our stakeholders are critical to future success.

We know we can't do this alone. We need
collaboration among FDA food safety experts and a broad
array of stakeholders including the food industry, trade
associations, federal, state, local, and tribal
regulatory partners, our regulatory counterparts in
other nations, consumer and public health organizations,
technology firms, academia, and of course consumers
themselves.

This collaboration will enhance our
knowledge and understanding of new business models and
the opportunities as well as challenges and gaps that
need to be addressed with regulatory approaches.

By bringing these diverse groups
together, we can implement improved regulatory
frameworks and oversight and find better solutions to
protect public health. Together, we can advance food
safety and improve the quality of life for consumers in
this country and all over the world. We can work to
create a future where consumers can have many options
and great flexibility in how they obtain food, both for

personal preferences and in response to unexpected
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events such as the current pandemic.

Thank you for your time today. I will
now turn it over to Dr. Steve Solomon, Director of FDA
Center for Veterinary Medicine, to provide some
additional remarks.

STEVE SOLOMON: Good morning, everyone.
I'm Steve Solomon, Director of FDA Center for Veterinary
Medicine. I'm pleased to have the opportunity to speak
at the summit today as we discuss and collect more
information on how FDA can enhance our knowledge and
understanding of the e-commerce landscape and how we can
continue to modernize our human and animal food safety
system to better protect consumers, including our pets.

I know many of you attending today will
not be as familiar with the Center for Veterinary
Medicine as you are with our human food side of health.
To give you a very brief background, CVM protects and
promotes the health of humans and animals be ensuring
the safety of the American food supply, the safety of
animal food and devices, and the safety and
effectiveness of animal drugs.

We recognize that business-to-consumer e-
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commerce is growing in the animal food market where pet
companies and online private brands are selling their
pet food products directly to the end consumer
throughout online platforms.

The pandemic is certainly responsible for
growth in online demand for pet foods, but in what I
consider a substantial silver lining, the pandemic has
also brought about more pet adoptions and increasing pet
ownership this past year and a half.

According to market research from Package
Facts, online pet product sales now make up 30 percent
of the total pet market. Notably, this number has grown
from just an 8 percent online market share in 2015.

Another market research firm projects pet
products and other pet products will account for 15.5
billion worth of e-commerce sales in the United States
in 2025.

Given this rapid evolution of animal food
e-business models and activities, we're interested in
working with our human food regulatory and public health
colleagues, state partners, and other stakeholders to

build a dialogue on how we as food safety regulators can
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identify food safety issues unigque to e-commerce models
and develop tools to address them.

FDA regulates animal food including pet
food and treats under the Food, Drug, and Cosmetic Act
in a manner similar to how we regulate human food. The
law requires that all food which includes both human and
animal food be safe to eat, produced under sanitary
conditions, contain no harmful substances, and be
truthfully labeled.

From retail food establishments like
grocery stores, they sell both human food and pet food
online and they may use third-party delivery services to
deliver that food to consumers.

For example, this year Door Dash began
working with pet retailers like PetSmart. You can now
Door Dash food for yourself and Door Dash food for your
pet.

(Indiscernible) native brands of pet food
are on the rise and operate primarily online. Some
specialize in niche pet foods, pet treats, and made-to-
order diets.

Bark Box is an example of a monthly




17
subscription service that delivers a box of pet treats,
chews, and toys to your home. Similar to human food,
not all pet products are shelf stable and some customers
are opting for fresh or frozen pet foods. This adds
more complexity to the transportation and delivery of
these products.

With the variety and growth of retail e-
commerce models, we're interested in hearing from online
retailers and other stakeholders to better understand
third-party seller models. In the event of a recall,
this information can help us develop new methods to
ensure recalled products information gets to customers
and distributors to get these products removed promptly
from the market to keep our pets safer.

The FDA Food Safety Modernization Act, or
FSMA, and its implementing regulations, ensure safety of
both the human food and the animal food supply.

However, there are some key differences in the
regulation of the supply chains when we talk about the
retail area between the human and animal supply chains.

The FDA Food Code, which guides human

food safety at the retail level, doesn't apply to animal
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food. There isn't a corresponding animal food code, so
states and local jurisdictions have to -- can't use that
to regulate retail animal food establishments.

Almost every state has a program
responsible for regulating animal food under the laws
and rules of their specific jurisdictions. These are
usually associated with the state's Department of
Agriculture.

What does this mean in practice? It
means that animal food retail businesses, including
those that use business-to-consumer e-commerce business
models, may not be subject to the same FDA or state
requirement as a human food facility with a similar
business model.

The regulatory framework differences
between human and animal foods will require further
review by FDA and our stakeholders together as the
retail and business-to-consumer e-commerce market
continues to expand to attract a wider customer base
with a greater variety of products.

We look forward to listening to the

speakers during the summit and receiving input from our
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stakeholders in the public that will improve our
understanding of human and animal food sold through
business-to-consumer e-commerce models.

We plan to use this knowledge to
modernize and advance our approaches to ensuring a safe
pet food supply. Thank you for your attention and let
me turn it back to our summit moderator, Kari Barrett.

KARI BARRETT: What a pleasure to hear
from Doctors Mayne and Solomon as leaders of our FDA
CFSAN and CVM centers respectively. Now, at this time
we're going to turn to our first state and local
government representative panel with Laurie Farmer as
our moderator. So, take it away, Laurie.

LAURIE FARMER: Good morning. Thank you,
Kari. My name is Laurie Farmer and I'll be moderating
today's panel titled State and Local Perspectives on E-
Commerce and Food Safety, Regulatory Framework and
Oversight.

We met briefly yesterday at the end of
the day. I am the FDA Director of the Office of State
Cooperative Programs where I'm responsible for FDA's

national field operations for retail food protection,
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Grade A milk and shellfish sanitation.

The FDA field specialists are the face of
the agency to support these requlatory jurisdictions.
Since this is the first panel on day two of the summit,
a reminder. The purpose of the summit is to engage with
stakeholders and invite input on issues. We really want
to hear from you. We're talking about the new era for
smarter food safety blueprint element 3.1, new business
models in retail modernization.

I encourage all of you viewing to
actively think about comments you want to submit to the
docket as well as questions to the panelists during this
meeting. We intend to use information resulting from
the public meeting to determine what action, if any,
should be taken to help ensure the safe production and
delivery of food sold through new e-commerce business
models.

The retail stakeholder community is
immense, and for FDA to be effective, we will need to
encourage stakeholders now and in the future to engage
in this topic.

Today, we are fortunate enough to have
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three very accomplished panel members from state and
local regulatory agencies. I appreciate the time our
panel members took to prepare and their willingness to
share their knowledge with us today.

Our panelists for this session are Galen
Baxter, Director, Environmental Health at Fulton County,
Georgia Board of Health; Heather Buonomo, Director of
Environmental Health, Department of Environmental Health
and Quality, County of San Diego, and she is also
representing the California Conference of Directors of
Environmental Health; and Cathy Feeney, Chief of the
Center for Food Protection, Rhode Island Department of
Health.

Welcome panelists. As background, core
element 3 of the blueprint looks to address how to
protect foods from contamination as new business models
emerge, a change to meet the needs of the modern
consumer. This panel is about where the rubber meets
the road.

We will discuss together the current
regulatory structures that apply to business-to-consumer

e-commerce, the regulatory gaps and challenges
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identified by panelists, approaches to overcome the gaps
and barriers, and defining a path forward to continue to
advance the public health in the e-commerce area.

We're going to start with a registrant's
question, because it sets the stage for the rest of the
panel. For the first question, I will ask that each of
you individually describe your existing state and local
regulatory food safety structure, including how you
regulate business-to-consumer e-commerce.

So, let's start with Cathy.

CATHY FEENEY: Thank you very much,
Laurie. 1It's a pleasure to be here. So, in Rhode
Island, we have a centralized public health structure.
We don't have any locals. We have Rhode Island
Department of Health, and within the Rhode Island
Department of Health we have the Center for Food
Protection, and we're responsible for all food sold or
served to the public in Rhode Island, so we do retail
foods and manufactured foods.

For retail, we've adopted the 2017 FDA
Food Code and the 2019 supplement for manufactured. We

have regulations equivalent to the Code of Federal
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Regulations.

Thank you.

LAURIE FARMER: So, this model is one
state agency covering all food safety, all categories of
retail and manufactured food. Thanks, Cathy.

Galen, how does this work in Georgia?

GALEN BAXTER: 1In Georgia, we actually
have two agencies that are responsible for the oversight
of food safety, the Georgia Department of Public Health
through the local health departments regulate the food
service establishments, so your restaurants, your mobile
food service operations, your catering, et cetera.

And then our sister agency is the Georgia
Department of Agriculture, and they handle the food
sales side, so your grocery stores, convenience stores,
and they also handle the manufacturing side of food
safety.

In Georgia, we currently are operating
under a version of the 2013 FDA food code, and at this
time, we don't have any specific regulations that are
specific to third-party delivery companies.

LAURIE FARMER: Thanks, Galen. So,
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Georgia 1s both health and ag at the state level and
restaurant inspections are conducted by local health
departments, environmental health specialists.

So, let's move on to Heather. How does
this work in California?

HEATHER BUONOMO: Hi. Good morning,
everyone. Well, good morning from California that is,
anyway.

In California, it's a little bit of a mix
of what both Cathy and Galen said. We have for retail
food service such as restaurants and mobile food, that
is handled by our local public health jurisdictions, and
then the California Department of Public Health, the
state, handles wholesale processing and manufacturing
for -- so, that would include more of the e-commerce at
the higher level.

And then I did want to mention also just

as it relates to e-commerce in 2021 it -- I should back
up —-- in California, we're on the California Retail Food
Code. We're not on the model food code, and in 2021 we

did have a bill that became effective, AB-3336, that

introduced some regulations into our retail food code
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for third-party food delivery service, so just starting
to touch on some e-commerce there in our local food
code.

LAURIE FARMER: So, Heather, why is it
that California has so many innovative things? Can you
share with us more about this bill that you just talked
about?

HEATHER BUONOMO: Yeah, so AB-3336 really
was the first attempt to bring some e-commerce and
specifically third-party food delivery platforms under
regulation. They're not under other regulations here in
the state of California, and there is a lot of concerns
expressed from the public, from our restaurants Jjust
with the food safety concerns once that food leaves the
food facility, the permitted food facility, whether it's
manufacturer or the restaurant.

And so, the goal was to just introduce
some standard food safety elements, and what the bill
ended up as is having requirements for no tampering with
the food and it's nothing earth-shattering. It's really
in the form of a sticker that seals the food package

before it goes out the door that makes sure that nobody
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is opening it up before it gets to the consumer.

The bill also included some requirements
for the transporter, the third-party food delivery
transporter, to have a clean and sanitary area for that
food to be transferred in and to hold that food under
property temperatures during that transfer.

LAURIE FARMER: So, what a great start.
And how do you manage compliance and enforcement of that
bill?

HEATHER BUONOMO: That's a challenge.
Yeah, so often times our inspectors are not there at the
restaurant when the food is being picked up and we don't
have visibility or access to those third-party food
delivery platform drivers, and so, our enforcement and
compliance is really working with the restaurants to
have them be set up for success, you know, educating
them, making sure that that food is in different
containers that's going to hold it properly as it goes
out the door, making sure that they are using those
tamper-resistant stickers so that the food can't be
touched, and just as much as we can educating at any

opportunity on the food safety items.
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LAURIE FARMER: Thank you for that. So,
now that we've really set the ground work, let's having
more of a conversation among the panelists. Does the
existing regulatory structure suffice to regulate foods
produced or sold through e-commerce? What are your
thoughts?

CATHY FEENEY: So, if you want to start
with Rhode Island, I see that there's a big gap with e-
commerce and that the reqgulations don't cover the
delivery of the food, so we don't really address the
third-party vendors that are actually delivering the
food to the consumer and we don't really have a way to
regulate food that's being sold online or even
interstate.

So, there might be some lack of food
safety oversight during those deliveries, and I think
what happens is maybe the food businesses, hand off the
food assuming that it's the driver's responsibility, you
know, to make sure the food is kept safe when they might
not have that expertise.

LAURIE FARMER: I agree --

CATHY FEENEY: And you know, after
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listening to yesterday, I see that there is no one model
for direct-to-consumer delivery, there's all sorts of
different models, but I see that as kind of a common gap
in the system.

HEATHER BUONOMO: And I would totally
agree with Cathy. I think you're definitely right here.
In my opinion, it doesn't gquite go far enough. 1In
California, as you mentioned, Laurie, AB-3336 was a
great start, but it's really just a start and an
introduction to more work that needs to be done.

I would love to see required food handler
training for the third-party food delivery platforms, I
would love to see more clear temperature control added
in for that food delivery, and I'd also like to see
delivery zones being set, you know, how far can that
food travel and still be safe? How far is it traveling
and being held at safe temperatures?

And then even just from a food quality
perspective, how long can that travel -- that food
travel before it's losing some of those quality
standards that our partners in the restaurant industry

want to maintain?
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GALEN BAXTER: And you know, this is
something that might be helpful where we could get, I
don't know, some kind of cooperation with some of the
social media platforms that advertise where people are
selling food online, where maybe if they could flag the
facilities that are actually permitted and maybe have
some kind of link or way that consumers can go and check
the food safety scores, that way they know when they're
making these orders that this is a valid, permitted
establishment that they're ordering from.

LAURIE FARMER: And what about licensing
and permitting? You're talking about that. In this
space, how does that work?

CATHY FEENEY: So, for Rhode Island, I
see our biggest challenge is the unlicensed food
businesses. Many are not using the commercial setting.
They might be operating out of their homes. They might
not have adequate equipment and space to do it safety,
and they do not get licensed with us, and we probably
won't find out about them until we get a complaint.

And you know, they might be selling

online. ©Normally our inspectors will see a brick-and-
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mortar establishment and they'll know if it's licensed
or not, but they're not seeing that if it's out of a
non-commercial setting.

So, sometimes it's catch as you can, and
usually it's based on a complaint. But we see that as a
major challenge, and that we see as also a direct result
of the pandemic where more and more people were getting
creative and starting to operate out of their homes.

GALEN BAXTER: And some of the challenges
that we've had with the virtual online ordering
platforms or just that model in general referred to
commonly as a ghost kitchen or a virtual kitchen or a
dark kitchen, they all have all these different names,
but you know, here in Georgia at least, we're kind of
unique in that all 159 counties operate under the same
version of the food rules, and those rules don't allow
people to share egquipment or space.

So, sometimes when companies come in from
other states where this is allowed we have to work with
them and explain that this is something that you would
have to have individual spaces for these different

permit-holders.
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So, that's kind of been a challenge for
us is just trying to work with them in that aspect.

HEATHER BUONOMO: California is probably
one of those states where people come over and give you
some problems.

GALEN BAXTER: Yes.

HEATHER BUONOMO: In California we do
allow shared kitchen spaces. We have a variety of
models, whether it's a multiple-kitchen complex or just
multiple people going into kitchens at different hours
to use that same equipment and same space, and we really
view this as a way to help some of those folks that
might be operating in an illegal or unpermitted fashion
at home, you know, be able to get into a restaurant or a
commercial space that's safer in a more affordable
manner.

And so, we're actually trying to promote
more of kitchen sharing and some unique and different
ways to reimagine how people are getting permitted while
using commercial kitchen space to help combat some of
the challenges with the unpermitted home cooks.

CATHY FEENEY: So, Heather, I'm glad you
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brought that up, because we also allow shared kitchens,
commissary-type kitchens. So, one of the things we do
with the home kitchen people when we find out about them
is try to get them set up in the commissary or use some
sort of commercial kitchen, because we do not allow
residential kitchens.

GALEN BAXTER: We do have some shared
kitchen space for people who are trying to do, like --
a catering business, where it can be controlled with
space and time. But you know, for a full-service
restaurant, that's where the issue comes in for us.

LAURIE FARMER: 1In food safety, we're
really focused on risk prevention and response, and you
guys are starting to talk about the current challenges
you're seeking in these models in your jurisdictions,
and you know, I wanted us to talk about as regulators
what really -- when you think about this, what is
really keeping you up at night?

CATHY FEENEY: So, for me, one of the
things that keeps me up at night is the unlicensed,
unregulated food businesses that might be operating out

of their homes that are doing high-risk products and
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they might not even realize it.

So, one of the issues we had recently was
raw juice. They were making low acid, raw vegetable
juices and they were selling them to the public.

And one of the problems was, they were
leaving them on doorsteps unrefrigerated because there
was no one there to accept the order and it was just
being delivered and dropped off. And you know, those
are the kinds of things that really make me the most
nervous.

LAURIE FARMER: Other things -- big
safety risks like that?

HEATHER BUONOMO: I can jump in. I think
probably some similar things to Cathy. I've probably
been saying this mantra since I was first in the field
doing inspections, I won't say how many years ago, but
an uneducated food handler is really what keeps me up at
night, and that kind of ties back to the unlicensed
vendors or operators, because we don't h